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New Streamlined Process to Provide 
Tecovirimat (TPOXX) for Treatment of 

Monkeypox 

Revised, simplified protocol reduces data collection and reporting requirements making 
it easier for clinicians 

CDC, in partnership with FDA, has made it easier for healthcare providers to provide 
tecovirimat (TPOXX) treatment to patients with monkeypox under an expanded access 
Investigational New Drug (EA-IND) protocol. The streamlined process reduces the number 
of required forms, patient samples, and photos, and gives patients the option to see their 
doctor virtually. 
  
The changes in the revised TPOXX EA-IND protocol include: 

• Reduced number of case report forms from 6 forms (17 pages) to 2 forms (6 
pages)  

• Changed all patient assessments to virtual (via telemedicine) or in-person 
• Reduced required assessment and follow-up visit to 3 time points that could be 

done via telemedicine visits. 
o Patients would be assessed prior to treatment, once during the 14-day 

therapy, and once after completion of treatment. 
• No longer require photos of lesions 
• All laboratory sample testing and monitoring parameters are optional with 

suggestions on when to consider performing them. For example:  
o Pharmacokinetic and serum samples are no longer required.  
o Clinical laboratory parameters (hematology, chemistry, and urinalysis 

parameters) are no longer required  
• Required safety reporting by clinicians and healthcare facilities will focus on serious 

adverse events only and should be reported by filling out a MedWatch form and 
returning to CDC via email (regaffairs@cdc.gov) 

• Added clarification on syringe pumps for IV infusions and duration of infusion. 
• Clinicians can start treatment upon obtaining informed consent. All paperwork can 

be completed and submitted after starting treatment. 

CDC is committed to ensuring that healthcare providers are able to easily access TPOXX 
for patient care. 

regaffairs@cdc.gov


 
For more information, see CDC’s website on Obtaining and Using TPOXX (Tecovirimat). 

The Emergency Risk Communication Branch in the Division of Emergency Operations, 
Center for Preparedness and Response is responsible for the management of all COCA 
Products.   
  
For information about this update or other clinical issues, or to send your feedback, please 
contact us at coca@cdc.gov 
CDC Clinician Outreach and Communication Activity Facebook page—connect with COCA on 
Facebook 
Clinician Outreach and Communication Activity—resources for healthcare providers 
COCA RSS Feed—subscribe to be notified of conference calls, updates, and CDC guidance 
for health providers 
Crisis & Emergency Risk Communication Training—training program that draws from lessons 
learned during public health emergencies, and incorporates best practices from the fields of 
risk and crisis communication 
Health Alert Network—CDC's primary method of sharing cleared information about urgent 
public health incidents with public information officers; federal, state, territorial, and local public 
health practitioners; clinicians; and public health laboratories 

 

CDC and HHS logos are the exclusive property of the 
Department of Health and Human Services and may not be used 
for any purpose without prior express written permission. Use of 
trade names and commercial sources is for identification only 
and does not imply endorsement by the U.S. Department of 
Health and Human Services. 

Links to non-federal organizations are provided solely as a service to our users. Links do not 
constitute an endorsement of any organization by CDC or the federal government, and none 
should be inferred. CDC is not responsible for the content of the individual organizations. 

    

 

Centers for Disease Control and Prevention 

1600 Clifton Rd   Atlanta, GA 30329   1-800-CDC-INFO (800-232-4636)   TTY: 888-232-6348 

Questions or Problems  |  Unsubscribe 
 

 
 

https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd1&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=Biohy2BxlxwM871QpxRgQFbLS7vzB0xvBjnc7zwG5c4
mailto:coca@cdc.gov
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd2&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=6wJ-N2AihHxMESiOfnT5RD8ywd9u8fWV65FEu2irKq4
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd3&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=4sLJyMZL4B-N8N5dPjdUrBvaKz8ExwUCimGws0T5Wto
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd4&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=23Wwo0JmowLqqJASfG26M_NtTGSvrHZTpg7304olnlo
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd5&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=-SfimMjFMcYsDylK3sCEbWwS49fqLYQKw1JEXWbngnA
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd6&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=KSTrE4Zi0HVjteyvgAk3eDmC4Jjpy6JSjTtbinMUEKA
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfdb&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=_X_YDa_Y40BszGJ6j7CdPU0rvLLorKuZfB5iIeS6W5Q
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfdc&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=7XexR6MU__NubhSMXP7wkchP8LfWnAMeIT_RBEIfcPY
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd7&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=KwecucXd8HMB21W0513ts2PWfMKTjbUdlPeqSiAfSSs
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd8&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=8cdFhKvfXdAFhUsIXShjP2CjRuo4lyFP1xH0Nd2-uJk
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfd9&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=vFhwMyQZTJecPZYhpAuGq5GP8GKbAG0B1BcW0-sbd4A
https://t.emailupdates.cdc.gov/r/?id=h69e77976,16ff8af3,16ffdfda&e=QUNTVHJhY2tpbmdJRD1DRENfMTA1Mi1ETTg2MjY2JkFDU1RyYWNraW5nTGFiZWw9Q09DQSUyME5vdyUzQSUyMCUyME5ldyUyMFN0cmVhbWxpbmVkJTIwUHJvY2VzcyUyMHRvJTIwUHJvdmlkZSUyMFRlY292aXJpbWF0JTIwKFRQT1hYKSUyMGZvciUyMFRyZWF0bWVudCUyMG9mJTIwTW9ua2V5cG94&s=2kqITDS-XtYloLC3f-Jnd1cMFWhoID6g_-Q_DY9OTBU

